
BOX 27
C:.sterville, 1/2.g8641
April 14, 1999

Willi.zz K. Jiubb?rd
Dockets Mg::.t.Branch (HFA-3057)

He: Federal Re,:ister request for Standard. for Vibrio--
Vulriifi.cusDocket #981-C504 Volume 64 To. 13
iage 33(20-3301

Dear Pk. Hubbard,

The petition brought bj CSII to reauire ~ost-harvest
tor zll shellfish fro~iareas with detectable levels of
Vibrio vulxificus fails to stand the test of common sense
in protecting public health.

‘Y’ . f&jJ~j-1> na~ t~en i~.AAJ the oyster busifiess for 70 years
in Willam Bay. During this ti:fieI am only aware of one
episc)aeof V~brio illlless. The compar.yresponsible is very
sm:,lland deals solely with live oysters in the shell.
Their practice h:?sbeen to hold oysters in : sh:..llowtidal
pool, 2 or 3 inches deep near shore. At this location on
2.goocilow tide the tide will go out a half ‘~ile. Ofi~
~u7jmerd;:ytp~ese oysters are exposed.for hours to the hot sur..
Wnen th~ tide does come in the water is warmed up to well
over 70 coming ~cross the Warinsand. This is F matter that
can well be handled by the Health Dept. as it is illegal.

Growers like .nyselfix.Willzpa Bay sell our oysters to
o:;enin~:houses for $15.00 to $16.00 per gallon. This year
most oysters are going from e-bout15U to over 200”per
gallon.. This figures out we are getting akout 7A? to 10C
per oyster. You don’t have to ke a rocket scier.tistto
understand wh-t ~ddir,~e,cost of 8jEper oyster will do to
our ability to make a-proiit.

Because I see rioreal re?son f’orthis CS21 petition
on tr~ewest coast I am wondering if there is ~.connection
between CSi’Iend th:-.heri?ure Co~pany. Perhaps the beef
industry is ir.voived. In the past the’ve been known to
pull a few strings to “heel up!!their s“n:l,reof”the msrket.
Whatever the reasor;, it isr,’tpublic health.

Sincerely,
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“-~O”-”rn*iihTeoyskrs in the half shell?
■ Federal rule aimed m. I
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at Gulf and Atlantic
‘ coasts could doom

many NW growers
ByED HUNT

Observer science writer -;
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AY CENT13R-~e U.S...
Food and Drug
Administration is ctms~d-”

ering action that could take ra,w,
D oysters off the menu tinclpush

as many as 75 percent of khell-~
fish growers out of business’ .
across”‘tie njltion,, accord[fig- io -:
the Pacifik ctiast Ovster .,
Growers Association. ‘: :~~~~

The Center for” science iri-@6 -
Public Interest-a na~i~rpl advoc:
cy group based iri Washington,

D.C—is “asking
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‘This is the FDA fo;
stricter control
on the tjale o
raw 0JWer5 fgxi
othei stie]lfish.
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serious.
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i and the ‘oyster itself. Though the oya-
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THE CHINQK OBSERVER, VJ.

QYSTERS .o.,i..edflfTpagel
stice 1989 have been linked to the’
w~:waters of the Gulf of Mexicq.
~r Florida’s Atlantic Coast.

..The potentiaI impact tp..west
Coast growers stems from the. dif:.
ferent standards and different water
conditions faced by shellfish grow-
ers on the Pacific and AtIantic
coasts and the Gulf of Mexico,
exphiined Kathleen Sayce, bank
sc@tist with Shorebank ~acific in
Ilwaco. Sayce said the type of bac-
teria the advocacy group is target-
ing is naturally occuring in all
coastal waters of the United States.
It doesn’t become harmful until
water temperature exceeds 20.or 21
degrees Celsius, or about 68
degrees -F.

Pacific .c@t waters-es@@ly
those in Willapa Bay—rgely get
that warm, a@.boughthey did reach
these temperatures dur@g the
recent extreme El Nitlo ‘e~ent..—.~—
which suppressed. @ ~we~ing of
cool watl!rs ofi-the No~we& coast
and attrirc.ted tropical ‘fish to
Washington’s n@ne watej%- (h
the I@t C~aS[~ ,.. @reticularlythe

PGuJf ,Coa#J”,o{J.e U.S,, th~=water
oftgn_?W@%d#,these “fernp~~atu.res
thanks to the! tiarm water of the
GfiS@m, ‘ ,,

Sayce says that state re@ati&s
for West coast artd East=~oast
gf@%Z! Z@ .cliffer significantly.
Patiific-c~ast growers have limits
on the qnouht of bactefia’ that cm
be pre@:@ the water. ~~~Ore=I
are%,is clqsgd to ltarv$;~,;.,~g tle
East Coast, growers ~ve rt%sted

x
such standards, and I&d: ~g”@ac-
tices”there often allow g - wers to
circwnflent pfotectirrms,StiyceSaid.

“The .ples.for shel~ish”tidling
in thi $Vest are much more strin-
gent “Oitinthey are in the East, “and
30 to 40 people get sick and die
back there every year.” Sayce said.
“That’s no overstatement—eating
shellf~ih””in’~hose states is much
riskier, I don’t know how they’ve
gotte.t-away with it. It’s amazing
that those states haven’t stepped in

,,
asked that the matter be referred to
the Interstate Shellfish Sanifatio_n
Conference, which is made up of
state and federal health regulators
and mern@er of the indust~. The
ISSC debates public health issues
in detail and tries to bring in the
best av~lable science. It also tries
to makes sure that whatever regula-
tory changes are being proposed
can actually be implemented by the
growers, Downey said.

“There will never be enough
enforcement officers out to enforce
these laws, so we need to self regu-
late,” Downey said, “So we’ve
asked that FDA to refer it to the
ISSC and to-give funding to do the
science we need to come up with
the best regulation possible—not
just mm-detectable. If the level is
set at non-detectable, that’s going
to rneZn no.more raw oysters.”

Pacific oys~ergrowers are asking
‘that the tighter controls they put in
idkr 1997 continue to be used for
two more years while research is
stepped up and self regulation is
tightened. Consumer education and
pulling the product during warm
weatheKevents is

method called AmeriPure.
Irradiation is before the FDA and is
likely to be approved and pressur-
ization techniques are under devel-
opment, Mitchell said,

The problem, says Downey, is
that the growers she represents are
mostly small “mom and pop” type
operations that would never be able
to afford to pay $250,000 for thq pas-
teurization machine. Additionally,
the market wouldn’t support simply
passing the cost on to consumers as
Mitchell’s organization suggests.

NW industry at risk
of destruction

Downey says the pasteurization
process kills the oyster and a rub-
ber band is needed to keep the oys-
ter shell shut. If eaten a few hours
after cooking it tastes like a raw
oyster, she says, “but if you wait ;
too long, it tastes Iike rubber bands.

“A majority of shellfish growers
would be brought to their knees
and the market would not be able
to bear it,” Dovmey said. “Since
AmeriPure has the only approved
process, it’s a ‘$vw.ddeal for them,
but it will wipe out 75 percent of
growers across the country. Small
mom and popgrowerscan’tdo this ,

sort of retrofit.im-jmtant as weIl,
~OWil~y said. The rules for shell- Thishas hw

--However, it’s economic impli-
also imuortant fish handling in the Ca t i o n s . **
not to ~han$e West are rnu~h rnor~ Downey said
procedures— requmng that no
possibly ~mpacx- stringt?nt thilll they detectable bac-

$:~tthe ~~a~ ~:- are. in the E@t and ~~y~er~~~~~

indbstry-based 30 to 40 people get force 75 percent
on what could be sick and die back of the nation’s
anomalous

there every year.’
growers out of

Weather events, business and
Downey addwl. —_ would eliminate

Mitchell said Kathleen Say@ the sale of raw
his health advo- Peninsuh biologist oysters.
cacy group is still For Pacific
not happ-y with Coast growers,
the controls in place because they selling raw or live oysters has
“reqnire someone to get sick before become a mainstay of their busi-
shutting down shellfish harvesting” ness. Great tasting oysters live and
because the current threshold is set in the shell can fetch a higher price
too high. in a business with narrow margins.



gotten away WI[h it. It’s ama;ing
that those states haven’ t stepped in
and said ‘We’ve got to do some-
thing.”

The strain of bacteria. is differ-
ent as well, Sayce said. While
Vibrio vulnificus is present in West
Coast waters, a different, less
harmful type of the bacteria—
Vibrio parahaemoiyticus-is much
more common. (See related story.)

Because a number of illnesses
were reported in 1997 due to Vibn”o
parahaemolytkus, the petition also
qalls for FDA to take a:closer look
at the standards, of acceptable con-
centrations of _thisbacteria as well,
said Robin Downey, executive
director for the Pacific Coast Oyster
Growers Association,

After the warm waters of an
emerging El Niiio caused a West
Coast outbreak in 1997, Pacific
Coast Oyster Growers lowered the
threshold for Vibric}concentrations
and imposed a voluntary shutdown
of raw oyster sales when waters
became unusually warm again in
1998. Downey said this avoided
many illnesses and is proof that the
self regulation of West Coast
growers works.

Two bacteria lumped
together

Downey is worried that the two
different strains of Vibrio are being
lumped together. No deaths or
long-term effects have been found
from Vibrio parahaemolyticus
(VP). She’s afraid FDA will adopt
9 requirement for no detectable
bacteria, Such a requirement would
put an end to raw shellfish sales
because there is usually a non-
harmful amount of bacteria natural-
ly occurring in the water.

“We’re between a rock and hard
place in terms of public health,”
Dawney said. “We should consider
setting a new standard, but the
standard should not be set at zero.
The petition says we might as well
set a new standard for VP while
we’re at it, but they dcm’t suggest
what kind of standard shouId be
set.”

The Pacific Coast growers have

1 I.-

.- .,....b
becaus~ the current threshold is set
too high.

However, he agrees with
PCOGA that more research needs
to be done to set a “safe” level of
Vibrio and a threshold to trigger a
harvest shutdown. Yet, Mitchell
says his group does not want to see
this process go through the ISSC.

“It’s really time for the FDA to
step in,” Mitchell said. “They real-
ly have the authority to come up
with performance standards that
everyone should meet,”

Mitchell SSIVP.4 w?% .U?. . . . .
require that growers ~etermine
what hazards are applicable to their
product and develop and put in
place controk for those hazards in
their processing.

One way to control those haz-
ards would be simply to delay har-
vest—or to harvest, but sell only
for the cooked market-which is
how Pacific Coast growers handled
things in 1998, Mitchell admitted,

“There’s no doubt that Pacific
Coast growers acted responsibly,”
Mitchell said. “But the response is
too late when you wait for human
illness to trigger it. It needs to be
more pro-active. They need to take
that no-harvest step when Vibrio me
above a truly accurate threshold.The
key is whereto set that number.”

“We agree that more science
needs to be done,” Mitchell contin-
ued. “It’s way too high where it is
now, and even PCOGA agrees with
that.” Mitchell says that if FDA
puts in place a requirement to
reduce pathogens in shellfish, the
technology providers will come up
with new technology to meet the
need for a way to kill the bacteria.

Already there is one method
approved by FDA and on the mar-
ket—a patented heat pasteurization

..---- ----- ...o%...~ “Ja.+. a . . . . . . . . .

in the shell can fetch a higher price
in a business with narrow margins.
If the FDA forces them to use a
process that kills all bacteria they
could lose that market altogether,

“This has become a big part of
our business,” said Dick Wilson,
owner of Bay Center Mariculture.
“Last year we shipped 120,000 :
dozen, this year we’ll probably do ;
more. But they want the oyster live -
and cold in the shell. You can get a i
cooked oyster anywhere.”

In fact,, it ,cg,uld. iqpac~.?ny ~
sh,e~lfish that c“:rn}s’~~”$t, ,of ,~.’s !”

~ll,l.}

co~w?~uy~i~i;;?’ Wilson
said, “It could wipe a lot of people (
out. It would really hurt the busi- I
ness and market we’ve buiIt, ” I
Downey argues that there are much _
greater health risks for the FDA to
concern itself with. More people
get sick from mayonnaise than
from Pacii3c Coast oysters.

“This thing has been around as
long as human history and it’s
ridiculous to suddenly force people
to go with a completely different
product,” Downey said. “SO we’re
hoping the FDA will iook at the
true health impact, the anomalous
weather and the dearth of science
and allow us to put a control plan
into effect. If there is enough of a
political response urging them to
do that, they’ll do that right thing.
We have reason on our side.”

The FDA is currently taking com-
ments on what action it should take.
Comments can be sent to William
Hubbard, Document Management
Branch, HFA-305, FDA, 5630, ,
Fisher’s Lane, Rm. 1061, Rockville 1
MD, 20852. Refer to Document No. ‘
98p-0504 by April ~L :,

Ed Hunt is the editor of the
Tidepool.org ititemet news service.
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Sorting out shellfish safety
VIBRIO VULNIFICUS: A

naturally occurring class of bac-
teria that becomes active when
the water gets warm. The bacteria
is rendered harmless by cooking.
Eaten in raw shellfish, it can
cause illness, particularly in peo-
ple with compromised immune
systems (AIDS, liver disease or
undergoing certain cancer treat-
ments), as well as children and
the elderly. In some cases it can
cause death.

Vibrio outbreaks are very
common on the Eastern and Gulf
coasts where the Gulf Stream
warms the waters. A number of
illnesses are reported every year.
Virtually all of the 177 reported
cases since 1989 have been
linked to the warm waters of the
Gulf of Mexico or Florida’s
Atlantic Coast.

Vibrio parahaemolyticus is
more common on the West
Coast. It seems to have less
severe illnesses associated with it

and causes flu-like symptoms
with no reports of death or long
term effects. Because Pacific
Coast waters rarely get above 20
degrees Celsius, outbreaks are
rare. Warm weather in 1997 and
1998 increased West Coast water
temperatures to unusually high
levels and forced limits on the
sale of raw shellfish.

PSP: The acronym stands for
paralytic Shellfish Poisoning, -
contracted by eating shellfish
with this naturally-occurring
toxin. It’s actually saxitoxin,
which is produced by 50 to 100
species of tiny critters called
dinoflagelates. The dinoflagelates
like the warm sufiny weather, and
outbreaks can be found on razor
clams during the late summer and
early fall. It is sometimes referred
to as “Red Tide.”

DOMOIC ACID: Refers to a
biotoxin produced by a group of
diatoms called Pseudo-nitzschia.
While scientists can predict the

conditions that lead to an out-
break of Vibrio or PSP, domoic
acid is much harder to predict,
according to local scientist
Kathleen Sayce.

The Pseudo-n itzschia don’t
always produce the toxin and sci-
entists are still trying to figure
out what conditions trigger its
release. That’s caused frustration
for Department of Health offi-
cials trying to manage safe recre-
ational clam harvests because a
beach on one side of @e
Peninsula may have high concen-
trations of the toxin, whiIe just
over in Willapa Bay there’s no
trace.

Sayce says a recenl?study
found that a lack of nutrients
such as phosphorus and silica
may trigger domoic acid produc-
tion. Therefore, large amounts of
nutrients washing down rivers
into Willapa Bay may keep
domoic acid production down
inside the bay. J,
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Sorting out shellfish safety
VIBRIO VU_LNIFIC!US:A

naturally occurring class of bac-
teria that becomes active when
the water gets warrg. The bacteria
is rendered harmless by cooking.
Eaten in raw shellfish, it can
cause illness, particularly in peo-
ple with compromised immune
systems (AIDS,, liver disease or
undergoing certain cancer treat-
ments), as well as children and
the elderly. In some cases it can
cause death.

Vibrio outbreaks are very
common on the Eastern and Gulf
coasts where the Gulf Stream
warms the waters. A number of
illnesses are reported every year.
Virtually all of the 177 reported
cases since 1989 have been
linked to the, warm waters of the
Gulf of Mexico or Florida’s
Atlantic Coaq}. . ‘

Vibrio p&ahaemol$ti@ is
Wore comqton on the West
Coroa~t.It s+ms “to have less
severe=es~s associated with it

and causes .flu,-Iike symptoms
with no reports of death or long
term effects. Because Pacific
Coast waters rarely get above 20
degrees Celsius, outbreaks are
rare. Warm weather in 1997 and
1998 increased West Coast water
temperatures to unusually high
levels and forced limits on the
sale of raw shellfish.

PSP: The acronym stands for
Paralytic Shellfish Poisoning,
contracted by eating shellfish
with this naturally-occurring
toxin. It’s actually saxitoxin,
which is produced by 50 to 100
species of tiny critters called
dinoflagelates. The dinoflagelates
like the warm suhny weather, rind
outbreaks cari be found on razor
clams during he late summer and
early ‘faIl~X is sometimes ‘referred
to ~ “Red Tide,”

DO~J)I.C ~C~: Refers to a
biotoxin produced by a group of
diatoms. called .P.reudo-nitz.schia.
While sclentisti can predict the
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conditions that lead to an out-
break of Vibrio or PSP, domoic
acid is much harder to predict,
according to local scientist
Kathleen Sayce.

The Pseudo-nirzschia don’t
always produce the toxin and sci-
entists are still trying to figure
out what conditions trigger its
release. That’s caused frustration
for Department of Health offi-
cials trying to manage safe recre-
ational clam harvests because a
beach on one side of ~,~
Peninsula may have high con@&
trations of the toxin, whi,&?just
over in Willapa Bay there’s ‘nb
trace.

Sayce says a recen~~tudy
found that a lack of nutrients
such as phosphorus and silica
may trigger domoic acid produc-
tion. Therefore, large auiouuts. ~
nutrients washing down rivers
into Willapa Bay May keii~,
domoic acid pro,~q$tio~ ~bwi!
inside the bay.
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